OMB NO. 0990-0115
SOLICITATION

SECTION A - SOLICITATION/CONTRACT FORM

Page 1 of 31 pages

1. Purchase Authority: Public Law 92-218 as amended
2. Request For Proposal 3. Issue Date: 4. Just In Time 5. Set Aside:
(RFP) Number: [X] NO [X 1NO
[ 1YES See Part IV Section L [ ] YES See Part IV
N02-RC-67007-74 9/16/05 Section L
6. TITLE: Procurement of SS1P Protein
7. ISSUED BY: 8. SUBMIT OFFERS TO:
Research Contracts Branch
National Cancer Institute See Part lll, Section J, "Packaging and Delivery
National Institutes of Health of the Proposal," ATTACHMENT 1 of this
Executive Plaza South, Room 6060 Solicitation.
6120 EXECUTIVE BLVD MSC 7193
BETHESDA MD 20892-7193
9. Proposals for furnishing the supplies and/or services in THE SCHEDULE will be received at the place

specified in, and in the number of copies specified in Attachment 1 until 3:30 p.m. local time on 10/17/05.
Offers will be valid for 120 days unless a different period is specified by the offeror on the Attachment
entitled, "Proposal Summary and Data Record, NIH 2043."

10. THIS SOLICITATION REQUIRES DELIVERY OF PROPOSALS TO THE OFFICIAL POINT OF RECEIPT
FOR THE PURPOSE OF DETERMINING TIMELY DELIVERY AS STATED IN ATTACHMENT 1. IF YOUR
PROPOSAL IS NOT RECEIVED BY THE CONTRACTING OFFICER OR HIS DESIGNEE AT THE PLACE
AND TIME SPECIFIED, THEN IT WILL BE CONSIDERED LATE AND HANDLED IN ACCORDANCE WITH
SUBPARAGRAPH (c)(3) OF FAR CLAUSE 52.215-1, ENTITLED, "INSTRUCTIONS TO OFFERORS--
COMPETITIVE ACQUISITION" LOCATED IN SECTION L.1. OF THIS SOLICITATION.

11. Offeror must be registered in the Central Contractor Registry (CCR) prior to award of a contract.
(http://www.ccr.gov)

12. FOR INFORMATION CALL: Odessa S. Henderson
PHONE: 301-435-3812
COLLECT CALLS WILL NOT BE ACCEPTED.

13. Table of Contents on following page.

Richard L. Hartmann
Contracting Officer
Research Contracts Branch
National Cancer Institute


http://www.ccr.gov
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PART | - THE SCHEDULE

THE CONTRACT SCHEDULE SET FORTH IN SECTIONS B THROUGH H, HEREIN, CONTAINS CONTRACTUAL
INFORMATION PERTINENT TO THIS SOLICITATION. IT IS NOT AN EXACT REPRESENTATION OF THE
PROPOSED CONTRACT DOCUMENT. CONTRACTUAL PROVISIONS PERTINENT TO THE OFFEROR (I.E.,
THOSE RELATING TO THE ORGANIZATIONAL STRUCTURE [E.G., NON-PROFIT, COMMERCIAL] AND SPECIFIC
COST AUTHORIZATIONS UNIQUE TO THE OFFEROR'S PROPOSAL AND REQUIRING CONTRACTING OFFICER
PRIOR APPROVAL) WILL BE DISCUSSED IN THE NEGOTIATION PROCESS AND WILL BE INCLUDED IN THE
RESULTANT CONTRACT. HOWEVER, THE ENCLOSED CONTRACT SCHEDULE PROVIDES ALL THE
NECESSARY INFORMATION FOR THE OFFEROR TO UNDERSTAND THE TERMS AND CONDITIONS OF THE
RESULTANT CONTRACT.



SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

ARTICLE B.1. BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

The Laboratory of Molecular Biology, Center for Cancer Research, National Cancer Institute (NCI) wishes to develop
a contract mechanism to support Phase 2 clinical trials of the SS1P immunotoxin targeted to mesothelin on cancer
cells. Services will entail Good Manufacturing Process (GMP) production of at least 300 mg of SS1P immunotoxin
for a Phase 2 Clinical Trial to be carried out at NIH.

ARTICLE B.2. PRICES/COSTS

The final contract will contain the price/cost provisions agreed upon by the Government and the Offeror.

SECTION C - DESCRIPTION/SPECIFICATIONS/WORK STATEMENT

ARTICLE C.1. STATEMENT OF WORK

a. Independently and not as an agent of the Government, the Contractor shall be required to furnish all the
necessary services, qualified personnel, material, equipment, and facilities, not otherwise provided by the
Government, as needed to perform the Statement of Work, dated September 2005, attached hereto and made
a part of this Solicitation (See Section J - List of Attachments).

SECTION D - PACKAGING, MARKING AND SHIPPING

The deliverables required under this contract shall be packaged, marked and shipped in accordance with Government
specifications.

1. Deliver the substance in a single lot of 300 mg frozen SSI (dsFv)-PE-38. This is to include the following:

Protocols and procedures for the cGMP manufacturing of SS1P

The preparation of documentation (SOPs, batch production records, etc.)

Raw materials and raw material ID testing

Fermentation of heavy and light chains

Inclusion body preparation, refolding, concentration, and dialysis

Purification using Q-Sepharose, Source-Q, and Gel Filtration chromatography
Performance of selected QC tests on the intermediates

Quiality oversight of all operations

Analytical testing of the Drug Substance

“se@~ooooTw

2. Documentation necessary for cGMP Bulk Drug Substance manufacturing and regulatory submissions:

a. Copies of executed batch production records for each process intermediate lot and for the final
bulk drug substance lot

b. Copies of analytical data for process intermediates and for the release of Bulk Drug Substance.

c. Certificates of analysis for Bulk Drug Substance.

3.  Documentation necessary for cGMP Drug Product manufacturing and regulatory submission:
a. Copies of executed batch production records for manufacture of Drug Product

b. Copies of analytical data for the release of Drug Product
c. Certificates of analysis for Drug Product



SECTION E - INSPECTION AND ACCEPTANCE

a.

The Contracting Officer or the duly authorized representative will perform inspection and acceptance of materials
and services to be provided.

For the purpose of this SECTION, the Project Officer is the authorized representative of the Contracting Officer.

Inspection and acceptance will be performed at, National Institutes of Health, Building 37, Room 5110, Bethesda,
Maryland.

This contract incorporates the following clause by reference, with the same force and effect as if it were given
in full text. Upon request, the Contracting Officer will make its full text available.

FAR Clause 52.246-2, Inspection of Supplies - Fixed Price (August 1996).

SECTION F - DELIVERIES OR PERFORMANCE

ARTICLE F.1. PERIOD OF PERFORMANCE

The period of performance of this contract shall be from February 1, 2006 through July 31, 2006.

ARTICLE F.2. DELIVERIES

Satisfactory performance of the final contract shall be deemed to occur upon performance of the work described in
Article C.1. and upon delivery and acceptance by the Contracting Officer, or the duly authorized representative, of the
following items in accordance with the stated delivery schedule:

a.

The items specified below as described in SECTION C, ARTICLE C. . will be required to be delivered F.O.B.
Destination as set forth in FAR Clause 52.247-35, F.O.B. Destination, Within Consignees Premises (April 1984),
and in accordance with and by the date(s) specified below [and any specifications stated in SECTION D
PACKAGING, MARKING AND SHIPPING, of the contract]:

ltem Description Quantity Delivery Schedule

@) SS1P immunotoxin 300 mg July 31, 2006

The above items shall be addressed and delivered to:

[The specific information will be included in the resultant contract]

Addressee Deliverable Item No. Quantity



SECTION G - CONTRACT ADMINISTRATION DATA

Any contract awarded from this RFP will contain the following:
ARTICLE G.1. PROJECT OFFICER

The following Project Officer(s) will represent the Government for the purpose of this contract:

[To be specified prior to award]

The Project Officer is responsible for: (1) monitoring the Contractor's technical progress, including the surveillance and
assessment of performance and recommending to the Contracting Officer changes in requirements; (2) interpreting
the statement of work and any other technical performance requirements; (3) performing technical evaluation as
required; (4) performing technical inspections and acceptances required by this contract; and (5) assisting in the
resolution of technical problems encountered during performance.

The Contracting Officer is the only person with authority to act as agent of the Government under this contract. Only
the Contracting Officer has authority to: (1) direct or negotiate any changes in the statement of work; (2) modify or
extend the period of performance; (3) change the delivery schedule; (4) authorize reimbursement to the Contractor
any costs incurred during the performance of this contract; or (5) otherwise change any terms and conditions of this
contract.

[The Contracting Officer hereby delegates the Project Officer as the Contracting Officer's authorized representative
responsible for signing software license agreements issued as a result of this contract.]

The Government may unilaterally change its Project Officer designation.

ARTICLE G.2. KEY PERSONNEL

The personnel specified in this contract are considered to be essential to the work to be performed hereunder. Prior
to diverting any of the specified individuals to other programs, the Contractor shall notify the Contracting Officer
reasonably in advance and shall submit justification (including proposed substitutions) in sufficient detail to permit
evaluation of the impact on the program. No diversion shall be made by the Contractor without the written consent
of the Contracting Officer; provided, that the Contracting Officer may ratify in writing such diversion and such ratification
shall constitute the consent of the Contracting Officer required by this article. The contract may be amended from time
to time during the course of the contract to either add or delete personnel, as appropriate.

The following individuals are considered to be essential to the work being performed hereunder:

NAME TITLE

[To be specified prior to award]

SECTION H - SPECIAL CONTRACT REQUIREMENTS

ARTICLE H.1. HUMAN SUBJECTS

Itis hereby understood and agreed that research involving human subjects shall not be conducted under this contract,
and that no material developed, modified, or delivered by or to the Government under this contract, or any subsequent



modification of such material, will be used by the Contractor or made available by the Contractor for use by anyone
other than the Government, for experimental or therapeutic use involving humans without the prior written approval
of the Contracting Officer.

ARTICLE H.2. NEEDLE EXCHANGE

a. Pursuantto Public Law(s) cited in paragraph b., below, contract funds shall not be used to carry out any program
of distributing sterile needles or syringes for the hypodermic injection of any illegal drug.

b. Public Law and Section No. Fiscal Year Period Covered

[Applicable information to be included at award]

ARTICLE H.3. PUBLICATION AND PUBLICITY

The contractor shall acknowledge the support of the National Institutes of Health whenever publicizing the work under
this contract in any media by including an acknowledgment substantially as follows:

"This project has been funded in whole or in part with Federal funds from the National Cancer Institute, National
Institutes of Health, Department of Health and Human Services, under Contract No.

ARTICLE H.4. PRESS RELEASES

a. Pursuant to Public Law(s) cited in paragraph b., below, the contractor shall clearly state, when issuing
statements, press releases, requests for proposals, bid solicitations and other documents describing projects or
programs funded in whole or in part with Federal money: (1) the percentage of the total costs of the program or
project which will be financed with Federal money; (2) the dollar amount of Federal funds for the project or
program; and (3) the percentage and dollar amount of the total costs of the project or program that will be
financed by nongovernmental sources.

b. Public Law and Section No. Fiscal Year Period Covered

[Applicable information to be included at award]
ARTICLE H.5. REPORTING MATTERS INVOLVING FRAUD, WASTE AND ABUSE

Anyone who becomes aware of the existence or apparent existence of fraud, waste and abuse in NIH funded programs
is encouraged to report such matters to the HHS Inspector General's Office in writing or on the Inspector General’s
Hotline. The toll free number is 1-800-HHS-TIPS (1-800-447-8477). Alltelephone calls will be handled confidentially.
The e-mail address is Htips@os.dhhs.gov and the mailing address is:

Office of Inspector General

Department of Health and Human Services
TIPS HOTLINE

P.O. Box 23489

Washington, D.C. 20026

ARTICLE H.6. ANTI -LOBBYING
a. Pursuant to Public Law(s) cited in paragraph c., below, contract funds shall only be used for normal and
recognized executive-legislative relationships. Contract funds shall not be used, for publicity or propaganda

purposes; or for the preparation, distribution, or use of any kit, pamphlet, booklet, publication, radio, television,
or video presentation designed to support or defeat legislation pending before the Congress or any State

7



C.

legislature, except in presentation to the Congress or any State legislature itself.

Contract funds shall not be used to pay salary or expenses of the contractor or any agent acting for the
contractor, related to any activity designed to influence legislation or appropriations pending before the Congress
or any State legislature.

Public Law and Section No. Fiscal Year Period Covered

[Applicable information to be included at award]



PART Il - CONTRACT CLAUSES

SECTION | - CONTRACT CLAUSES

THE FOLLOWING ARTICLE .1 GENERAL CLAUSE LISTING(S) WILL BE APPLICABLE TO MOST CONTRACTS
RESULTING FROM THIS RFP. HOWEVER, THE ORGANIZATIONAL STRUCTURE OF THE SUCCESSFUL
OFFEROR(S) WILL DETERMINE THE SPECIFIC GENERAL CLAUSE LISTING TO BE CONTAINED IN THE
CONTRACT(S) AWARDED FROM THIS RFP:

General Clauses for a Negotiated Fixed-Price Architect-Engineer Contract

General Clauses for a Cost-Reimbursement Research and Development Contract

General Clauses for a Cost-Reimbursement Service Contract

General Clauses for a Cost-Reimbursement Supply Contract

General Clauses for a Cost-Reimbursement Contract with Educational Institutions

General Clauses for a Cost-Reimbursement Contract with Non-Profit Organizations Other Than
Educational Institutions

General Clauses for a Negotiated Fixed-Price Research and Development Contract

General Clauses for a Negotiated Fixed-Price Service Contract

General Clauses for a Negotiated Fixed-Price Supply Contract

General Clauses for a Cost-Reimbursement SBIR Phase Il Contract

General Clauses for a Fixed-Price SBIR Phase Il Contract

General Clauses for a Time and Material or a Labor Hour Contract

The complete listing of these clauses may be accessed at:
http://rcb.cancer.gov/rcb-internet/appl/general-clauses/clauses.jsp

ARTICLE I.2. AUTHORIZED SUBSTITUTIONS OF CLAUSES

Any authorized substitutions and/or modifications other than the General Clauses which will be based on the type of
contract/Contractor will be determined during negotiations.

It is expected that the following clause(s) will be made part of the resultant contract:
THERE ARE NO APPLICABLE CLAUSES IN THIS SECTION.
ARTICLE I.3. ADDITIONAL CONTRACT CLAUSES

Additional clauses other than those listed below which are based on the type of contract/Contractor shall be
determined during negotiations. Any contract awarded from this solicitation will contain the following:

This contract incorporates the following clauses by reference, (unless otherwise noted), with the same force and effect
as if they were given in full text. Upon request, the Contracting Officer will make their full text available.

a. FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES
THERE ARE NO APPLICABLE CLAUSES IN THIS SECTION.
b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION (HHSAR) (48 CHAPTER
3) CLAUSES:
(1) HHSAR Clause 352.223-70, Safety and Health (January 2001). [This clause is provided in full text in

Section J - Attachments.]

c. NATIONAL INSTITUTES OF HEALTH (NIH) RESEARCH CONTRACTING (RC) CLAUSES:


http://rcb.cancer.gov/rcb-internet/appl/general-clauses/clauses.jsp

The following clauses are attached and made a part of this contract:

1)

NIH (RC)-7, Procurement of Certain Equipment (April 1984) (OMB Bulletin 81-16).

ARTICLE I.4. ADDITIONAL FAR CONTRACT CLAUSES INCLUDED IN FULL TEXT

Additional clauses other than those listed below which are based on the type of contract/Contractor shall be

determined during negotiations. Any contract awarded from this solicitation will contain the following:

This contract incorporates the following clauses in full text.

FEDERAL ACQUISITION REGULATION (FAR)(48 CFR CHAPTER 1) CLAUSES:

a. FAR Clause 52.222-39, Notification Of Employee Rights Concerning Payment Of Union Dues Or Fees

(December 2004)

(@)

(b)

Definition. As used in this clause--

United States means the 50 States, the District of Columbia, Puerto Rico, the Northern Mariana Islands,
American Samoa, Guam, the U.S. Virgin Islands, and Wake Island.

Except as provided in paragraph (e) of this clause, during the term of this contract, the Contractor shall post
a notice, in the form of a poster, informing employees of their rights concerning union membership and
payment of union dues and fees, in conspicuous places in and about all its plants and offices, including all
places where notices to employees are customarily posted. The notice shall include the following
information (except that the information pertaining to National Labor Relations Board shall not be included
in notices posted in the plants or offices of carriers subject to the Railway Labor Act, as amended (45
U.S.C. 151-188)).

Notice to Employees

Under Federal law, employees cannot be required to join a union or maintain
membership in a union in order to retain their jobs. Under certain conditions, the law
permits a union and an employer to enter into a union-security agreement requiring
employees to pay uniform periodic dues and initiation fees. However, employees who
are not union members can object to the use of their payments for certain purposes
and can only be required to pay their share of union costs relating to collective
bargaining, contract administration, and grievance adjustment.

If you do not want to pay that portion of dues or fees used to support activities not
related to collective bargaining, contract administration, or grievance adjustment, you
are entitled to an appropriate reduction in your payment. If you believe that you have
been required to pay dues or fees used in part to support activities not related to
collective bargaining, contract administration, or grievance adjustment, you may be
entitled to a refund and to an appropriate reduction in future payments.

For further information concerning your rights, you may wish to contact the National
Labor Relations Board (NLRB) either at one of its Regional offices or at the following
address or toll free number:

National Labor Relations Board
Division of Information

1099 14th Street, N.W.
Washington, DC 20570
1-866-667-6572
1-866-316-6572 (TTY)

10



(©

(d)

()

(f)

(9)

To locate the nearest NLRB office, see NLRB's website at http://www.nlrb.gov.

The Contractor shall comply with all provisions of Executive Order 13201 of February 17, 2001, and related
implementing regulations at 29 CFR part 470, and orders of the Secretary of Labor.

In the event that the Contractor does not comply with any of the requirements set forth in paragraphs (b),
(c), or (g), the Secretary may direct that this contract be cancelled, terminated, or suspended in whole or
in part, and declare the Contractor ineligible for further Government contracts in accordance with
procedures at 29 CFR part 470, Subpart B--Compliance Evaluations, Complaint Investigations and
Enforcement Procedures. Such other sanctions or remedies may be imposed as are provided by 29 CFR
part 470, which implements Executive Order 13201, or as are otherwise provided by law.

The requirement to post the employee notice in paragraph (b) does not apply to--
(1) Contractors and subcontractors that employ fewer than 15 persons;

(2) Contractor establishments or construction work sites where no union has been formally recognized
by the Contractor or certified as the exclusive bargaining representative of the Contractor's
employees;

(3) Contractor establishments or construction work sites located in a jurisdiction named in the definition
of the United States in which the law of that jurisdiction forbids enforcement of union-security
agreements;

(4) Contractor facilities where upon the written request of the Contractor, the Department of Labor Deputy
Assistant Secretary for Labor-Management Programs has waived the posting requirements with
respect to any of the Contractor's facilities if the Deputy Assistant Secretary finds that the Contractor
has demonstrated that--

(i)  The facility is in all respects separate and distinct from activities of the Contractor related to the
performance of a contract; and
(i)  Such a waiver will not interfere with or impede the effectuation of the Executive order; or

(5) Work outside the United States that does not involve the recruitment or employment of workers within
the United States.

The Department of Labor publishes the official employee notice in two variations; one for contractors
covered by the Railway Labor Act and a second for all other contractors. The Contractor shall--

(1) Obtainthe required employee notice poster from the Division of Interpretations and Standards, Office
of Labor-Management Standards, U.S. Department of Labor, 200 Constitution Avenue, NW, Room
N-5605, Washington, DC 20210, or from any field office of the Department's Office of
Labor-Management Standards or Office of Federal Contract Compliance Programs;

(2) Download a copy of the poster from the Office of Labor-Management Standards website at
http://www.olms.dol.gov; or

(3) Reproduce and use exact duplicate copies of the Department of Labor's official poster.

The Contractor shall include the substance of this clause in every subcontract or purchase order that
exceeds the simplified acquisition threshold, entered into in connection with this contract, unless exempted
by the Department of Labor Deputy Assistant Secretary for Labor-Management Programs on account of
special circumstances in the national interest under authority of 29 CFR 470.3(c). For indefinite quantity
subcontracts, the Contractor shall include the substance of this clause if the value of orders in any calendar
year of the subcontract is expected to exceed the simplified acquisition threshold. Pursuantto 29 CFR part
470, Subpart B--Compliance Evaluations, Complaint Investigations and Enforcement Procedures, the
Secretary of Labor may direct the Contractor to take such action in the enforcement of these regulations,
including the imposition of sanctions for noncompliance with respect to any such subcontract or purchase

11
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order. If the Contractor becomes involved in litigation with a subcontractor or vendor, or is threatened with
such involvement, as a result of such direction, the Contractor may request the United States, through the
Secretary of Labor, to enter into such litigation to protect the interests of the United States.

PART Il - LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS

SECTION J - LIST OF ATTACHMENTS

The following documents are incorporated into this RFP:

SOLICITATION ATTACHMENTS:

Attachment No. Title Location

Attachment 1: Packaging and Delivery of Proposal See Attachment Section at the end of this RFP
Attachment 2: Proposal Intent Response Sheet http://rcb.cancer.gov/rcb-internet/forms/intent.jsp
Attachment 3: Statement of Work See Attachment Section at the end of this RFP
Attachment 4: Information Technology Systems Security - http://rcb.cancer.gov/rcb-internet/forms/IT-

Prospective Offeror Non-Disclosure Agreement  security-nondisclosure.pdf

TECHNICAL PROPOSAL ATTACHMENTS: (The following attachments must be completed, where applicable, and
submitted with the Technical Proposal.)

Attachment No. Title Location
Attachment 7: Summary of Related Activities http://www.niaid.nih.gov/contract/forms.htm
Attachment 8: Government Notice for Handling Proposals http://www.niaid.nih.gov/contract/forms/form7.pdf

BUSINESS PROPOSAL ATTACHMENTS: (The following attachments must be completed, where applicable, and
submitted with the Business Proposal.)

Attachment No. Title Location
Attachment 11: Proposal Summary and Data Record, http://www.niaid.nih.gov/contract/forms.htm
NIH-2043
Attachment 14: Offeror's Points of Contact http://www.niaid.nih.gov/contract/forms.htm
Attachment 17: gisclosure of Lobbying Activities, OMB Form http://rcb.cancer.gov/rcb-internet/forms/sflllin. pdf
F-LLL

INFORMATIONAL ATTACHMENTS: (The following Attachments and Reports will become part of any contract resulting
from this RFP and will be required during contract performance.)
Attachment No. Title Location

Attachment 21: Invoice Instructions for NIH Fixed-Price http://rcb.cancer.gov/rcb-internet/forms/rc2.pdf
Contracts, NIH(RC)-2
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http://www.niaid.nih.gov/contract/forms.htm
http://rcb.cancer.gov/rcb-internet/forms/sflllin.pdf
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Attachment 26: Safety and Health, HHSAR Clause 352.223-70  http://www.niaid.nih.gov/contract/forms/form10.p

df

Attachment 27: Procurement of Certain Equipment, NIH(RC)-7  http://www.niaid.nih.gov/contract/forms/NIH-RC-7
-pdf

Attachment 31: Disclosure of Lobbying Activities, OMB Form http://rcb.cancer.gov/rcb-internet/forms/sflllin. pdf

SF-LLL
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PART IV - REPRESENTATIONS AND INSTRUCTIONS

SECTION K - REPRESENTATIONS, CERTIFICATIONS AND OTHER STATEMENTS OF
OFFERORS

SECTION K can be accessed electronically from the INTERNET at the following address:

http://rcb.cancer.gov/rcb-internet/wkf/sectionk.pdf

If you are unable to access this document electronically, you may request a copy from the Contracting Officer identified
on the cover page of this solicitation.

IF YOU INTEND TO SUBMIT A PROPOSAL, YOU MUST COMPLETE SECTION K AND SUBMIT IT AS
PART OF YOUR BUSINESS PROPOSAL.

14
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SECTION L - INSTRUCTIONS, CONDITIONS AND NOTICES TO OFFERORS

1. GENERAL INFORMATION

NAICS CODE AND SIZE STANDARD

Note: The following information is to be used by the offeror in preparing its Representations and Certifications
(See Section K of this RFP), specifically in completing the provision entitled, SMALL BUSINESS PROGRAM
REPRESENTATION, FAR Clause 52.219-1.

(1) The North American Industry Classification System (NAICS) code for this acquisition is 325414.

(2) The small business size standard is 500 emloyees.

THIS REQUIREMENT IS NOT SET-ASIDE FOR SMALL BUSINESS. However, the Federal Acquisition
Regulation (FAR) requires in EVERY solicitation, (except for foreign acquisitions) the inclusion of the
North American Industry Classification (NAICS) Code and corresponding size standard which best
describes the nature of the requirement in the solicitation.

TYPE OF CONTRACT AND NUMBER OF AWARD(S)

It is anticipated that one (1) award will be made from this solicitation and that the award will be made on/about
February 1, 2006.

It is anticipated that the award from this solicitation will be a fixed price, completion contract with a period of
performance of six (6) months.

COMMITMENT OF PUBLIC FUNDS

The Contracting Officer is the only individual who can legally commit the Government to the expenditure of public
funds in connection with the proposed procurement. Any other commitment, either explicit or implied, is invalid.

COMMUNICATIONS PRIOR TO CONTRACT AWARD

Offerors shall direct all communications to the attention of the Contract Specialist or Contracting Officer cited on
the face page of this RFP. Communications with other officials may compromise the competitiveness of this
acquisition and result in cancellation of the requirement.

RELEASE OF INFORMATION

Contract selection and award information will be disclosed to offerors in accordance with regulations applicable
to negotiated acquisition. Prompt written notice will be given to unsuccessful offerors as they are eliminated from
the competition, and to all offerors following award.

PREPARATION COSTS

This RFP does not commit the Government to pay for the preparation and submission of a proposal.

SERVICE OF PROTEST (AUGUST 1996) - FAR 52.233-2
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(@)

(b)

Protests, as defined in section 33.101 of the Federal Acquisition Regulation, that are filed directly with an
agency, and copies of any protests that are filed with the General Accounting Office (GAQ), shall be served
on the Contracting Officer (addressed as follows) by obtaining written and dated acknowledgment of receipt
from:

Richard L. Hartmann

Contracting Officer

Research Contracts Branch
National Cancer Institute

EPS, Room

6120 EXECUTIVE BLVD MSC 7193
BETHESDA MD 20892- 7193

The copy of any protest shall be received in the office designated above within one day of filing a protest

with the GAO.
(End of Provision)
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2. INSTRUCTIONS TO OFFERORS

GENERAL INSTRUCTIONS

INTRODUCTION

The following instructions will establish the acceptable minimum requirements for the format and contents of
proposals. Special attention is directed to the requirements for technical and business proposals to be submitted
in accordance with these instructions.

(1)

(2)

©)

(4)

(5)

Contract Type and General Clauses

Itis contemplated that a fixed price type contract will be awarded. (See General Information) Any resultant
contract shall include the clauses applicable to the selected offeror's organization and type of contract
awarded as required by Public Law, Executive Order, or acquisition regulations in effect at the time of
execution of the proposed contract.

Authorized Official and Submission of Proposal

The proposal must be signed by an official authorized to bind your organization and must stipulate that it
is predicated upon all the terms and conditions of this RFP. Your proposal shall be submitted in the number
of copies, to the addresses, and marked as indicated in the Attachment entitled, PACKAGING AND
DELIVERY OF PROPOSAL, Partlll, Section J hereof. Proposals will be typewritten, paginated, reproduced
on letter size paper and will be legible in all required copies. To expedite the proposal evaluation, all
documents required for responding to the RFP should be placed in the following order:

I COVER PAGE

Include RFP title, number, name of organization, DUNS No., identification of the proposal part, and
indicate whether the proposal is an original or a copy.

TECHNICAL PROPOSAL

It is recommended that the technical proposal consist of a cover page, a table of contents, and the
information requested in the Technical Proposal Instructions and as specified in SECTION J, List of
Attachments.

BUSINESS PROPOSAL
It is recommended that the business proposal consist of a cover page, a table of contents, and the

information requested in the Business Proposal Instructions and as specified in SECTION J, List of
Attachments.

Proposal Summary and Data Record (NIH-2043)

The Offeror must complete the Form NIH-2043, attached, with particular attention to the length of time the
proposal is firm and the designation of those personnel authorized to conduct negotiations. (See Section
J, Attachment entitled, PROPOSAL SUMMARY AND DATA RECORD.)

Alternate Proposals

You may, at your discretion, submit alternate proposals, or proposals which deviate from the requirements;
provided, that you also submit a proposal for performance of the work as specified in the statement of work.
Such proposals may be considered if overall performance would be improved or not compromised and if
they are in the best interests of the Government. Alternative proposals, or deviations from any
requirements of this RFP, shall be clearly identified.

Evaluation of Proposals
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The Government will evaluate technical proposals in accordance with the criteria set forth in Part IV,
Section M of this RFP.

(6) Potential Award Without Discussions

The Government reserves the right to award a contract without discussions if the Contracting Officer
determines that the initial prices are fair and reasonable and that discussions are not necessary.

18



TECHNICAL PROPOSAL INSTRUCTIONS
A detailed work plan must be submitted indicating how each aspect of the statement of work is to be
accomplished. Your technical approach should be in as much detail as you consider necessary to fully explain
your proposed technical approach or method. The technical proposal should reflect a clear understanding of the
nature of the work being undertaken. The technical proposal must include information on how the project is to
be organized, staffed, and managed. Information should be provided which will demonstrate your understanding
and management of important events or tasks.
(1) Technical Discussions

The technical discussion included in the technical proposal should respond to the items set forth below:

The Statement of Work describes two major tasks. Offerors may submit proposals for one or both of the
following tasks:

1. Produce clinical grade cGMP SS1P drug substance.

2. Formulate and vial cGMP drug substance to produce cGMP drug product.
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c. BUSINESS PROPOSAL INSTRUCTIONS
(1) Basic Cost/Price Information
The business proposal must contain sufficient information to allow the Government to perform a basic
analysis of the proposed cost or price of the work. This information shall include the amounts of the basic

elements of the proposed cost or price. These elements will include, as applicable, direct labor, fringe
benefits, travel, materials, subcontracts, purchased parts, shipping, indirect costs and rate, fee, and profit.
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1)

()

(3)

SECTION M - EVALUATION FACTORS FOR AWARD

GENERAL

The major evaluation factors for this solicitation include technical, cost/price factors and Small Disadvantaged
Business (SDB) Participation. Although technical factors are of paramount consideration in the award of the
contract, cost/price and SDB patrticipation is also important to the overall contract award decision. All evaluation
factors other that cost or price, when combine, are significantly more important than cost or price. In any case,
the Government reserves the right to make an award to that offeror whose proposal provides the best overall
value to the Government.

The evaluation will be based on the demonstrated capabilities of the prospective Contractors in relation to the
needs of the project as set forth in the RFP. The merits of each proposal will be evaluated carefully. Each

proposal must document the feasibility of successful implementation of the requirements of the RFP. Offerors
must submit information sufficient to evaluate their proposals based on the detailed criteria listed below.

MANDATORY QUALIFICATION CRITERIA

Listed below are mandatory qualification criteria. The offeror shall include all information which documents
and/or supports the qualification criteria in one clearly marked section of its proposal.

The offeror must have a current Good Manufacturing Practice (cGMP) facility. The proposal will not be
considered without this capability

Justification: It is necessary for the offeror to have a current GMP facility because the product will be used in
human clinical trials and must conform to the Food and Drug Administration requirements.

TECHNICAL EVALUATION CRITERIA

The evaluation criteria are used by the technical evaluation committee when reviewing the technical proposals.
The criteria below are listed in the order of relative importance with weights assigned for evaluation purposes.

Criteria Weights
Knowledge of and experience in expressing recombinant proteins in E. coli 25

under cGMP, including the following processes

large scale bacteria fermentation

isolating and purifying bacterial inclusion bodies

purifying recombinant protein from isolated inclusion bodies
renaturing and refolding bulk protein solution

large scale membrane filtration of bulk protein solution
large scale tangential flow filtration

Batch Record Documentation

NogkrwpE

Personnel with knowledge of and experience in cGMP Quality Control, Quality
Assurance and Validation procedures 25

Evidence of a comprehensive document control system to manage documentation
involved in cGMP operations 25
Ability to perform or subcontract assays required for: 15

1. purification of drug substance
2. release testing of drug substance
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3. release testing of drug product

Ability to manufacture drug product from drug substance

22
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SOLICITATION ATTACHMENTS INCLUDED WITH THE RFP

The following pages include Attachments applicable to this RFP as specified in SECTION J -
List of Attachments
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PACKAGING AND DELIVERY OF THE PROPOSAL

Your proposal shall be organized as specified in Section L.2., "Instructions to Offerors” - General Instructions.
Shipment and marking shall be as indicated below.

EXTERNAL PACKAGE MARKING

In addition to the address cited below, mark each package as follows:

"RFP NO. NO02-RC-67007-74 .
TO BE OPENED BY AUTHORIZED GOVERNMENT PERSONNEL ONLY"

PLEASE READ THE FOLLOWING INFORMATION CAREFULLY:

NUMBER OF COPIES

TECHNICAL PROPOSAL: ORIGINAL* AND 6 COPIESTO:

BUSINESS PROPOSAL: ORIGINAL* AND 6 COPIESTO:

If hand-delivered or delivery service If using U.S. Postal Service
Odessa S. Henderson Odessa S. Henderson
Contract Specialist Contract Specialist
Research Contracts Branch Research Contracts Branch
National Cancer Institute National Cancer Institute
Executive Plaza South, Room 6060 Executive Plaza South, Room 6060
6120 Executive Boulevard 6120 EXECUTIVE BLVD MSC 7193
Rockville, Maryland 20852 BETHESDA MD 20892-7193

*THE ORIGINALS MUST BE READILY ACCESSIBLE FOR DATE STAMPING PURPOSES.

NOTE: The U.S. Postal Service's "Express Mail" does not deliver to the Rockville, Maryland address. Any package
sent to the Rockville address via this service will be held at a local post office for pick-up. The Government
is not responsible for picking up any mail at a local post office. If a proposal is not received at the place,
date, and time specified herein, it will be considered a "late proposal.”

Packaging and Delivery of the Proposal
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STATEMENT OF WORK

Statement of Work

(9/05) 25



